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PB-1CD456MO0OY

1. Intended use

PB-1CD456M0Y is a single blood bag, which contain 63ml CPDA-1 anticoagulant solution and is intended for the
collection, storage and transfusion of 450ml human blood. This blood bag system has following safety features: Needle
injury protector, Sampling arm, Holder and Pre-donation sampling bag.

2. Packaging

The blood bags are packed in a primary package made of Polypropylene and then in a secondary package of Aluminium
foil. These Aluminium foils are then packed in a shipping carton.

Product code Qty of bags / Qty of Aluminium foils Qty of bags /
Aluminum foil / Carton Carton
PB-1CD456M0Y 8 units 5 units 40 units
3. Technical Specifications
Specifications
Material PVC (DEHP)
Inner diameter of the tube 2.95+ 0.05 mm
Outer diameter of the tube 44 +0.1 mm
Donor tube length 105 + 5cm (12 marks)
Phlebotomy needle 16-gauge needle
Bag dimensions
Bag Tvbe Volume Inside Width Outside Width Inside Length Outside Length
g typ (ml) (mm) (mm) (mm) (mm)
Primary bag 450m| 1203 132+3 1805 2045
Drawing
A. OUTLET PORT
B. BREAK OFF VALVE ASSEMBLY
C. ROBERT CLAMP
D. NEEDLE HOLDER ASSEMBLY
E. NEEDLE INJURY PROTECTOR
F. LUER ADAPTOR AND HOLDER
G. PRE-DONATION SAMPLING BAG
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TERUMO cPDA-1 BLOOD BAG / SACCA /BOLSA / c E

SACO DE SANGUE / AZKOZ AIMATOZ /

POCHES A SANG

CPDA-1 - 63 mL for collection of human blood / per la raccolta di sangue intero /

para la extraccion de sangre humana / para recolha de sangue humano/

FIA TH TYAAQMH / pour prélévement de sang humain : 450 mL
100 mL - CPDA-1: Acidum citricum (monohydr.) 0.327 g, Natrii citras
(dihydr.) 2.630 g, Mononatrii phosphas (dihydr.) 0.251 g, Dextrosum
(anhydr.) 2.900 g, Adenine 0.0275 g, Aqua ad iniectabilia g.s. 100 mL
Store blood before and after processing according to local protocol. Do not
use unless the solution is clear.
Conservare il sangue, in ognifase, secondoni protocolli localmente in usos
Non utilizzare se la soluzione non & limpida.
Almacenar la sangre antes de su procesamiento segin los protocolos
locales. No usar sila solucién no estd transparente.
Antes e depois da filtragio conservar o sangue de acordo com 08
procedimentos locals. N&o utilizar se existirem sinais visiveis de deterioracéo.
AnoBnkedote npw ko PeTd TNV Enetepyaoia, obpdwva pe Ta Loyl ovie
mpwrokoAha. Na unv xpnowpomownBel edv to Stddupa Sev eivan SuauyEg.

Le sang prélévé doit étre conservé selon la procédure locale. N'utiliser
que si la solution est limpide.
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Don. N°.

Blood bank/ SIT o CT / Centro /
Banco de sangue / Tpédmela Aiparos /|
Centref

Date of donation /
Data di prelievo /
Fecha de donacion /
Data de doagdio /
HMEP IYAAOTHE |
Date de prélevement:

Do net infuse after /
Data Scadenza /
Fecha caducidad /
Utilizar antes de /

My eyxéete petd and |
Utiliser avant le:

TERUMO PENPOL Private Limited, Puliyarakonam, Thiruvananthapuram, India-695 573
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Secondary Packing Label

TERUMO C

CPDA-1 BLOOD BAG / SACCHE PER SANGUE / 1639
BOLSA DE SANGRE / SACO DE SANGUE / AIKOX AIMATOZ /
POCHE A SANG

FOR COLLECTION OF HUMAN BLOOD / PER LA RACCOLTA DI SANGUE INTERO / PARA
LA EXTRACCION DE SANGRE HUMANA / PARA RECOLHA DE SANGUE HUMANO /
A TH ZYAAOTH /POUR PRELEVEMENT DE SANG HUMAIN : 450 mL

® CPDA-1-63 mL
100 mL - CFDA-1
Acidum citricum (monohydr.) 0.327 g,
Matrii citras (dihydr.) 2.630 g, (*)
Mononatrii phosphas (dihydr.) 0.251 g,
Dextrosum (anhydr.) 2.800 g,
Adenine 0.0275 g, Agua ad iniectabilia g.s. 100 mL
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Use the blood bags as soon as possible, within 15 days after opening the aluminium foil pack. / Utilizzare le
sacche appena possible, e comunque entro 15 giomi dal’apertura dell'involucro. / Usar las bolsas en los 15 dias
posteriores a la apertura del envasado de aluminio / Utilizar os sacos nos 15 dias posteriores aabertura de
embalagem de aluminio / Xpnow omotfote Toug agkol ¢ to ouvIopsTEpo Suvatov koL evTog 15 NWEpwv and v nuépa
avoiypatog Tng cuakevaaing akouviou / Utiliser les poches dés que possible, au plus tard dans les 15 jours
aprés l'ouverture de 'emballage d'aluminium.

Donor needle / Ago per donatare / Calibre aguja / Calibre da agulha /
Behdva &6t / Aiguille & prélévement @ 16 G x 112" (1.60 x 38 mm)
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UNITS /
UNITA/

UNIDADES /
UNITES /
MONAAEZ
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Box Label

TERUMO Ce

1639

CPDA-1 SINGLE BLOOD BAG / SACCHE PER SANGUE SINGOLA /
BOLSA DE SANGRE SIMPLE / SACO DE SANGUE SIMPLES /
AMNAOZ AZKOZ AIMATOZ /POCHE A SANG SIMPLE
FOR COLLECTION OF HUMAN BLOOD/ PER LA RACCOLTA DI SANGUE INTERO / PARA LA
EXTRACCION DE SANGRE HUMANA / PARA RECOLHA DE SANGUE HUMANO / 1A TH EYAAOTH /

POUR PRELEVEMENT DE SANG HUMAIN : 450 mL

g

8 L

TERUMO PENPOL Private Limited LABEL :181145XMB
PULIYARAKONAM, THIRUVANANTHAPURAM, INDIA-695 573

Mig Lic.No. MFG/MD/2019/000170

TERUMO BCT EUROPE M.V, Ikaroslaan 41, 1930 Zaventem, BELGIUM oEHP
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IFU
TERUMO Ce€
Blood Bag with blood sampling arm or pre-donation sampling bag 1639
ENGLISH

»  Intended for the collection and fhe processingofhuman blood, andthe preserva fion of blood components.
®  Sierilized by steam . Sierilein an unopened and undamaged unit package.
®  Sierileand non-pyrogenic fiuid path.

PRECAUTIONS

®  This product contins phthalates (DEHF). Patient groups that include pregnant or mursing women and chikdren are
considered to be fe maost at risk o potential harmiul effects of exposure to DEHP. Howeaver, regulatory bodies hawe
noted that the benefitof doing a needed procedure is far gre ater than ferisk associated with exposure to DEHE Itis the
responsibility of the treating physicianto balancethis risk forthepatient

®  For single use only. Do not reuse. Do not resterilize. Do not reprocess. Reprocessing may compromise the sierility,

bio compatability and functional integrity of the device.

Do notuseif the packaging or product has besndamagedor soiled.

O nce the aluminium foil packis opened, kesp the unopened indhvidual packs inside the foil pack by folding and securing

the open-end of the package with aclip (Fg. &).

Usethe individualp acks within 15 days afteropening the aluminium foil pack.

Do meott w5 win bess the o lution () is (are) clear.

Avoidexcessive heat and direct sunlight. Protect from freezing.

Recommendedsiorageconditions: temperature mnge 2°C to 35°C.

The blood bagoonfiguration is spedfied onthe aluminium fo il pack label.

Read th ese instructions carefully befo reuse.

‘When using a pre-donation sampling bag, be sure damp (A} on the donor twbe is closed before perorming the

venipuncire.

® 'When using the Needle Injury Protector which is fitled 1o the *Y", please read the paragraph “Using Needle Injury
Protecior” before proceeding.

[INSTRUCTIONS FORTHE BLOOD COLLECTION |

CAUTION | Use anaseptic technigue. Do not vent.

Forpurposes of identification, check fiat fe numbered ubes of each b oodbag bearthe full se guence of numbers.
Make a loose knot in the dono riube between thebag and theclamp.

Closeall clamps.

Place the primary bag at least 80 cm below the amm of the donor.

Apply abloo dpressure cuff. Disindect the punciure site.

Remove the needle protector by twisfin g it off and perform the venipuncture.

AUTION | Do not touchthe needle while and after removingits protector.
7.  Usingan approprizte technigue, attach e donor tube to the donor's arm.
A: In case of blood sampling arm, with or without B:In case of pre-donation sampling bag, proceed as

L e

holder pre-attached; proceed as follows: follows (see Fig. 3):
. Open the clamp to allow the primary bag o fil. B.0pen the clamp (B) on the sampling am
9. Dwring the donation, mix the blood and the to allow the blood flow to the pre-donaticn sampling
anticoagulant at regular interals. bag. After filling the sampling bag with the desired
10.Collect the recommendad quantity of blood as wolume, close the clamp (B) on the sampling tube.
specified on the label of the primary bag. (Comersion
of blood waight to volume : sea Tabla 1) @ Break the CLIKTIP on fhe donor tube twice and open
11.At the end of the donation. the damp(A) on the donor tube to START the collection

sClose the clamp and tighten the knot firmly] Ensure the blood is mixed immediately and at regular
sSeal and sever the wube between the knot and the clamp) In@rvals with the anticeagulant during the collection.
12 Immediately after the blood colledction, invert the bag TOCOLLECT THE BLOOD SAMPLES:

sevaral times to mix the blood thoroughly with the Promadhﬁmmandhcﬁmﬂfthatdncd

anticoagu lant o Samples in evacuated blood collaction
Transfer the blood ml‘l‘t&ll‘ﬂd In'IhEtLl:llEtl‘thEhEg tubes as so0n &',pnssuah I:u'm'.tljnnd
means of a hand stripper. Mix thoroughly and allow the to clotin the pre-donation sampling bag.
tube to fill again with blood. Make an appropriste i.If present, remove the cap of the Tube Holder.
number of seals neceszary for the BsE. ii Maintain fhe pre-donation sampling bag upside down o
Begin sealing at the tube end and wark ensure the airis maintined at the opposie side of e

owards the bag. owrllet and insert the plastic or glass blood collection wbes
TO COLLECT THE BLOOD SAMPLES: In case of firmiy into the Tube Holder (Fg. 3).

pre-attached holder, go to point 15.
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A:In case of blood sampling am, with or without
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B:In case of pre-donation sampling bag, procesd as

holder pre-attached; proceed as follows:

follows (see Fig. 3):

CAUTION |For safety, destroy and dispose the needle

Equipment required :
Glass or plastic evacy ated blood collection ubes.
13.Insert the Luer Adapier info the glass or plastic

evan sied blood collection ubes. (Fig. 1)

14.Remove the cap and conne ct the male luer of e Luer
Adapier to tfhe female luer 2t e end of the blood
samplingarm(Fig.2).

15.1f present, remove the cap of fhe Tube Holder. Break the
GCLIKTIP of the blood sampling am twice 1o allow e
biloodtoflow.

16. Insert the blood collection tube firmly intothe Holder.

17.After filling, remove the tube from the Holder. Repeat the
process totake other samples.

18.Re-damp fhe donor tube, remove the blood pressure
cuft, fre nremove the needle from the donor’s arm.
In case of Meedle Injury Protector, read the parsgraph
“Using Nee die | njury Protector”.

using &n sppropriste method.
19. Retwm the unit to the component lzborstory for
jprocessing the blo odaccording io the local protocols.

10.

CAUTION | For safety, destroy and dispose of the needle
13.

14

iii. After filling, remove the tube from the Holder Repeat
the process o wke ofhersamples.
Collect the recommended gquanity of blood as
gpecified on the label of fhe primary bag. (Comersion
of blond weig ht o volume: see Table 1).
At the end of the donation, close the damp (A) onthe
donor wwbe and tighte n the knot firmly Seal and sever
the tubebetween the knotand the clamp (A).
Remowve the blood pressure cuff, then remowe the
needle from the donors arm.
In case of Meedle |njury Protecior , read the paragraph
“Lsing Nee die Injury Protector”.

usin g an approp ristemethod.
Immediately after the blood collection, imert fhe bag
several times o mix the blood thoroughly with the
: ulznt.
Transfer the blood contained in the wube to e bag by
means of 2 hand stripper. Mix thoroughly and allow the
tbe 1o fill 2gain with blood. Make an appropriste
numberof seals necessaryforthe ests.

CAUTION |Begin sesling at fhe tube end and work towands
the bag.

15. Retum e unit to the component lsborstory for
proce ssing the blood accordin gtothe localprotocaols.

Remove the blood pressure cuff, then slidethe Me edle Injury Protector towsards then eedle a5 dose 25 possible.
Remove the needle from the donor's amm while holding the Needle Injury Protector (WIF) by hand and immediziely slide

2

and coverthe nesdle with the NIF by pulling the *y™ gently uniil the ne edisis sure ly lnckedwiththe NIF (Fig. 4).
3. LOCHKthe NIP inthe Tube Holderbyinserting fhe MIP in the Halder (Fig.5).
(CAUTION Forsafety, destroy and dispose of the NIPYHolderusing an approprizte method .

|mmmmmm

The sachet contzined in the aluminium foil pack absorhs cxygen and generates heat on contect with air. It should be

handled with caution.
Discardthe cxygen absorber sachet without opening it.

Diispo se of the aluminium foil pack with the oxygen shsorber sachetin it
Do not dispose of together with waste containing volatile or flammable material.

Table 1. CONVERSION OF BLOOD WEIGHT TO VOLUME

Valume 250 mL 300mL 350ml

400 mL

430 mL 450mlL 500mL

‘Wieight 283g 315g 388q

452 4T3g 525g
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Mon-pyrogenic fluid path

shows any sign of deterioration

Do not use if the product, its sterile bamier system or its packaging is damaged or

Do not usa if package is damaged

Do not vent

Contents

Contains phthalates: Bis (2-ethylhexyl) phthalate {DEHP)




